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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 



2a)D This action is FINAL. 2b)E2 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qway/e, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) f-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1) [3 Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) D Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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1 . Applicant is reminded of the proper language and format for an abstract of the disclosure. 

The abstract should be in narrative form and generally limited to a single paragraph on a 
separate sheet within the range of 50 to 150 words. It is important that the abstract not exceed 
150 words in length since the space provided for the abstract on the computer tape used by the 
printer is limited. The form and legal phraseology often used in patent claims, such as "means" 
and "said," should be avoided. The abstract should describe the disclosure sufficiently to assist 
readers in deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information given in the 
title. It should avoid using phrases which can be implied, such as, "The disclosure concerns," 
"The disclosure defined by this invention," "The disclosure describes," etc. 

2. The abstract of the disclosure is objected to because of the inclusion of legal phraseology 
such as "comprising". Correction is required. See MPEP § 608.01(b). 

3. Claims 1-20 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

In part a) of claim 1, it is suggested to change the phrase "of different mass" to - in 
different amounts — so as to make it clear that "mass" means that each of the different 
polypeptides is present in the standard in a different amount from the other polypeptides. 
"Mass" is sometimes used to refer to the molecular weight of a polypeptide, which is the same as 
the size of the polypeptide that has already been recited in part a) of claim 1 . In part b) of claim 
1, the phrase "a range of at least separable by a given polyacrylamide gel electrophoresis" does 
not make proper sense. It is suggested to change this phrase to -a range that is separable by a 
given polyacrylamide gel electrophoresis--. In part c) of claim 1, the phrase "a range of at least 
detectable by a given detection assay" does not make proper sense. It is suggested to change this 
phrase to -a range that is detectable by a given detection assay-. 
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In claim 5, the phrase "the detecting intensity" lacks antecedent basis. On line 2 of claim 
5, it is suggested to change the phrase "the polypeptide mass" the -the polypeptide amount-. 
Similarly, it is suggested to change the term "mass" to -amount- throughout the claims. 

On line 2 of claim 6, the phrase "the first container means" lacks antecedent basis. 

On lines 1-2 of claim 7, the phrase "the polypeptide in a protein sample" lacks antecedent 
basis. It is suggested to insert the following phrase at the end of part b) in claim 7: —to obtain a 
relative detecting intensity for the polypeptides — so that the phrase "the relative detecting 
intensities" in part d) of claim 7 has proper antecedent basis. 

Part a) of claim 10 is indefinite since it is not clear what is meant by the phrase 
"obtaining a few polypeptides". There is no comparative basis for the term "few". Part b) of 
claim 10 is indefinite since it is not clear what the term "mass" means. Since mass often refers to 
the molecular weight of a polypeptide, it is not clear that this term is supposed to mean the 
amount of a polypeptide. Part c) of claim 10 is indefinite since it is not clear from this part that 
the polypeptides each have different sizes from one another and different amounts from one 
another. 

In claim 15, the phrase "the range of their sizes" is indefinite since it is not clear that this 
phrase is referring to the polypeptides in the protein standard. 

In claim 16, the phrase "the range of their masses" is indefinite since it is not clear that 
this phrase is referring to the polypeptides in the protein standard. 

The preamble of claim 18 should be changed to -The method according to claim 17 — 
since claim 17 refers to a method, not a protein assay. In claim 18, the phrase "the detection 
intensity" lacks antecedent basis. See this same problem in claim 20. 
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4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. Claims 1, 5-1 1 and 15-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Houghton et al in view of either the Boehringer Mannheim catalog (pages 219-221) or the 
Amersham Life Sciences catalog (pages 344-345). 

Houghton et al teach of a method for determining protein concentration in a protein 
sample by first separating the polypeptides in the protein sample with polyacrylamide gel 
electrophoresis, followed by staining the separated polypeptides with a silver stain. Houghton et 
al teach that the purified polypeptide(s) is quantitated by approximation of the staining intensity 
of the protein band on the polyacrylamide gel to a series of known amounts (10-100 ng 
protein/band) of silver-stained molecular weight marker proteins. See lines 37-46 in column 13 
of Houghton et al. Therefore, Houghton et al teach of a protein standard comprising a collection 
of polypeptides, wherein the polypeptides have different masses (i.e. amounts) from one another, 
and the masses cover a range that is detectable by a detection assay (i.e. silver staining). It 
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would have been obvious to one of ordinary skill in the art at the time of the instant invention to 
use at least three polypeptides in the protein standard taught by Houghton et al so as to 
sufficiently cover and represent evenly spaced individual amounts within the range of amounts 
(10-100 ng protein/band) taught therein. 

Houghton et al fail to teach that the molecular weight protein markers also have different 
sizes from one another in addition to the different amounts. However, both the Boehringer 
Mannheim Biochemicals catalog (pages 219-221) and the Amersham Life Sciences catalog 
(pages 344-345) teach of molecular weight protein markers that contain three or more 
polypeptides, each having a different molecular weight (i.e. size) from one another. See for 
example the protein molecular weight marker on page 219 of the Boehringer Mannheim catalog 
where the protein standard comprises cytochrome C, albumin from hen egg, albumin from 
bovine serum, aldolase, catalase, ferritin and other polypeptides, each having different molecular 
weights from one another. The Amersham Life Sciences catalog also teaches of a kit containing 
molecular weight protein markers. See page 345 of the Amersham Life Sciences catalog. 

Therefore, based upon the combination of Houghton et al with either the Boehringer 
Mannheim catalog or the Amersham Life Sciences catalog, it would have been obvious to one of 
ordinary skill in the art at the time of the instant invention to realize that the protein standard 
material taught by Houghton et al containing a plurality of polypeptides therein in different 
amounts from one another also contains polypeptides having different molecular weights from 
one another since the protein standard of Houghton et al contains silver-stained molecular weight 
marker proteins , and both the Boehringer Mannheim catalog and the Amersham Life Sciences 
catalog teach that protein molecular weight markers are comprised of different polypeptides, 
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each having a different molecular weight (i.e. size ) from one another, which are separable by gel 
electrophoresis. 

7. Claims 2-4 and 12-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Houghton et al in view of either the Boehringer Mannheim catalog or the Amersham Life 
Sciences catalog as applied to claims 1,5-11 and 15-20 above, and further in view of Applicant's 
admitted prior art in the specification. For a teaching of Houghton et al, the Boehringer 
Mannheim catalog and the Amersham Life Sciences catalog, see previous paragraphs in this 
Office action. Houghton et al fail to teach that the protein standard material contains therein 
polypeptides from either natural or recombinant sources or both. 

Applicant admits in the "Background of the Invention" on pages 1-2 of the instant 
specification that known protein standard materials contain a mixture of polypeptides from either 
natural sources, recombinant sources or both. See specifically lines 6-17 on page 2 of the instant 
specification. Therefore, it would have been obvious to one of ordinary skill in the art at the time 
of the instant invention to assume that the protein standard material taught by Houghton et al 
contains polypeptides from either a natural or recombinant source or from both since it is 
generally known in the art that protein standard materials can be formulated from any of these 
types of sources. 

8. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Please make note of: Baltimore et al who teach of the comparison of the intensity of 
staining between a sample and a protein standard of known concentration to figure out the 
concentration of protein in the sample (see lines 41-45 in column 7 of Baltimore et al), Murray et 



Application/Control Number: 10/068,663 Page 7 

Art Unit: 1743 

al who teach of the separation of polypeptides by electrophoresis and staining with Coomassie 
Blue, and then comparison of the staining to standards (see lines 50-67 in column 4 of Murray et 
al), Baba et al who teach of a quality control material containing recombinant human serum 
albumin, and the Fisher Biotechnology Catalog, the Bio-Rad Life Science Research Products 
catalog, the Sigma Diagnostics catalog and the Pharmacia Biotechnology Products catalog which 
all teach of protein molecular weight markers. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maureen M. Wallenhorst whose telephone number is 703-308- 
3912. The examiner can normally be reached on Monday-Wednesday from 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden, can be reached on (703) 308-4037. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-93 10. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0661. 



Maureen M. Wallenhorst 
Primary Examiner 
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